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Recognition of special produc=t category 

Risks and beneflts of leukocyte redtlction 
1999 FDA memorandum 

Product criteria 84 process controls 
Registration and tit;ensure 

indications for use: FNHTR 
Experimental: C&W, WA, TRIM 
Medical practice 

BPAC, September -I 998 
Leukocyte Reduction 

1s the benefit-risk ratio assoclated with LR 
sufficientfy great to Justify the universal LR of 
all non-leukacyte transfusion blaad 
camponents, irrespective of the theoreticat 
considerations for TT-CJD? 
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Q Consumer &I Industry representative 
QI Cast l reimbursement NOT considere 

FDA’s Current Thinking 

Advances in understanding the rdiCt of leukocytes 
Orowing fist of Indications for LR 
Effectlve 1r1 caduchg vCJ0 rfsk? 

Routine use of LR components 
Continue to recognize LR. and non-tR components 

Reimbursement 
Only signfficant concern against ULR 
OHHS level with PHS=AC as focal point 

Mtnlmlta adverse tmpact on health% care &five 
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BPAC, September tQQ? 
Indication for CMV 

Question for BPAC yes No 

Effedive against CMV? 8 -l 
Equivalent to GMV Meg? f 7 

Metbds equivalent? 

Product labeling: Revise Circu 

FDA VVarkshop, bxember 1999 
lmpfementation of tfnlversal Leukocyte Reduction 

u fnpiement within 2 yrs of FDA statement 

m Center-specific implementation plan 

IE Update recommendations on QC 

II Streamfine licensing 


